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§897.10

original place of manufacture to the
person who sells or distributes the
product to individuals for personal con-
sumption. Common carriers are not
considered distributors for the pur-
poses of this part.

(d) Manufacturer means any person,
including any repacker and/or re-
labeler, who manufactures, fabricates,
assembles, processes, or labels a fin-
ished cigarette or smokeless tobacco

product.
(e) Nicotine means the chemical sub-
stance named 3-(1-Methyl-2-

pyrrolidinyl)pyridine or CioHi4Np, in-
cluding any salt or complex of nico-
tine.

(f) Package means a pack, box, car-
ton, or container of any kind in which
cigarettes or smokeless tobacco are of-
fered for sale, sold, or otherwise dis-
tributed to consumers.

(g) Point of sale means any location
at which a consumer can purchase or
otherwise obtain cigarettes or smoke-
less tobacco for personal consumption.

(h) Retailer means any person who
sells cigarettes or smokeless tobacco
to individuals for personal consump-
tion, or who operates a facility where
vending machines or self-service dis-
plays are permitted under this part.

(i) Smokeless tobacco means any prod-
uct that consists of cut, ground, pow-
dered, or leaf tobacco that contains
nicotine and that is intended to be
placed in the oral cavity.

Subpart B—Prohibition of Sale and
Distribution to Persons Young-
er Than 18 Years of Age

§897.10 General responsibilities of
manufacturers, distributors, and re-
tailers.

Each manufacturer, distributor, and
retailer is responsible for ensuring that
the cigarettes or smokeless tobacco it
manufactures, labels, advertises, pack-
ages, distributes, sells, or otherwise
holds for sale comply with all applica-
ble requirements under this part.

§897.12 Additional responsibilities of
manufacturers.

In addition to the other responsibil-
ities under this part, each manufac-
turer shall remove from each point of
sale all self-service displays, adver-
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tising, labeling, and other items that
the manufacturer owns that do not
comply with the requirements under
this part.

§897.14 Additional responsibilities of
retailers.

In addition to the other requirements
under this part, each retailer is respon-
sible for ensuring that all sales of ciga-
rettes or smokeless tobacco to any per-
son comply with the following require-
ments:

(a) No retailer may sell cigarettes or
smokeless tobacco to any person
younger than 18 years of age;

(b)(1) Except as otherwise provided in
§897.16(c)(2)(i) and in paragraph (b)(2) of
this section, each retailer shall verify
by means of photographic identifica-
tion containing the bearer’s date of
birth that no person purchasing the
product is younger than 18 years of age;

(2) No such verification is required
for any person over the age of 26;

(c) Except as otherwise provided in
§897.16(c)(2)(ii), a retailer may sell
cigarettes or smokeless tobacco only in
a direct, face-to-face exchange without
the assistance of any electronic or me-
chanical device (such as a vending ma-
chine);

(d) No retailer may break or other-
wise open any cigarette or smokeless
tobacco package to sell or distribute
individual cigarettes or a number of
unpackaged cigarettes that is smaller
than the quantity in the minimum cig-
arette package size defined in
§897.16(b), or any quantity of cigarette
tobacco or smokeless tobacco that is
smaller than the smallest package dis-
tributed by the manufacturer for indi-
vidual consumer use; and

(e) Each retailer shall ensure that all
self-service displays, advertising, label-
ing, and other items, that are located
in the retailer’s establishment and that
do not comply with the requirements
of this part, are removed or are
brought into compliance with the re-
quirements under this part.

§897.16 Conditions of manufacture,
sale, and distribution.

(a) Restriction on product names. A
manufacturer shall not use a trade or
brand name of a nontobacco product as
the trade or brand name for a cigarette
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or smokeless tobacco product, except
for a tobacco product whose trade or
brand name was on both a tobacco
product and a nontobacco product that
were sold in the United States on Janu-
ary 1, 1995.

(b) Minimum cigarette package size. Ex-
cept as otherwise provided under this
section, no manufacturer, distributor,
or retailer may sell or cause to be sold,
or distribute or cause to be distributed,
any cigarette package that contains
fewer than 20 cigarettes.

(c) Vending machines, self-service dis-
plays, mail-order sales, and other *‘imper-
sonal’” modes of sale. (1) Except as oth-
erwise provided under this section, a
retailer may sell cigarettes and smoke-
less tobacco only in a direct, face-to-
face exchange between the retailer and
the consumer. Examples of methods of
sale that are not permitted include
vending machines and self-service dis-
plays.

(2) Exceptions. The following meth-
ods of sale are permitted:

(i) Mail-order sales, excluding mail-
order redemption of coupons and dis-
tribution of free samples through the
mail; and

(ii) Vending machines (including
vending machines that sell packaged,
single cigarettes) and self-service dis-
plays that are located in facilities
where the retailer ensures that no per-
son younger than 18 years of age is
present, or permitted to enter, at any
time.

(d) Free samples. No manufacturer,
distributor, or retailer may distribute
or cause to be distributed any free sam-
ples of cigarettes or smokeless tobacco.

(e) Restrictions on labels, labeling, and
advertising. No manufacturer, dis-
tributor, or retailer may sell or dis-
tribute, or cause to be sold or distrib-
uted, cigarettes or smokeless tobacco
with labels, labeling, or advertising not
in compliance with subparts C and D of
this part, and other applicable require-
ments.

Subpart C—Labels

§897.24 Established names for ciga-
rettes and smokeless tobacco.
Each cigarette or smokeless tobacco
package shall bear, as provided in sec-
tion 502 of the act, the following estab-

§897.30

lished name: ‘“‘Cigarettes”, ‘‘Cigarette
Tobacco’, ‘“‘Loose Leaf Chewing To-

bacco”’, “Plug Chewing Tobacco”,
“Twist Chewing Tobacco”, ‘‘Moist
Snuff”’, or “Dry Snuff”’, whichever

name is appropriate.

§897.25 Statement of intended use and
age restriction.

Each cigarette or smokeless tobacco
package, that is offered for sale, sold,
or otherwise distributed shall bear the
following statement: ‘‘Nicotine-Deliv-
ery Device for Persons 18 or Older™’.

Subpart D—Labeling and
Advertising

§897.30 Scope of permissible forms of
labeling and advertising.

(a)(1) A manufacturer, distributor, or
retailer may, in accordance with this
subpart D, disseminate or cause to be
disseminated advertising or labeling
which bears a cigarette or smokeless
tobacco brand name (alone or in con-
junction with any other word) or any
other indicia of tobacco product identi-
fication, in newspapers; in magazines;
in periodicals or other publications
(whether periodic or limited distribu-
tion); on billboards, posters, and plac-
ards; in nonpoint-of-sale promotional
material (including direct mail); in
point-of-sale promotional material;
and in audio or video formats delivered
at a point-of-sale.

(2) A manufacturer, distributor, or
retailer intending to disseminate, or to
cause to be disseminated, advertising
or labeling for cigarettes or smokeless
tobacco in a medium that is not listed
in paragraph (a)(1) of this section, shall
notify the agency 30 days prior to the
use of such medium. The notice shall
describe the medium and discuss the
extent to which the advertising or la-
beling may be seen by persons younger
than 18 years of age. The manufac-
turer, distributor, or retailer shall send
this notice to the Division of Drug
Marketing, Advertising, and Commu-
nications, 5600 Fishers Lane (HFD-40),
rm. 17B-20, Rockville, MD 20857.

(b) No outdoor advertising for ciga-
rettes or smokeless tobacco, including
billboards, posters, or placards, may be
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